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Data requirements under Reg. 283/2013 and 284/2013 

Toxicological 
studies

ACTIVE SUBSTANCE

• Acute toxicity
• Toxicokinetics
• Repeated dose toxicity
• Reproductive toxicity
• Genetic toxicity
• Toxicity to specific targets (e.g. 

neurotoxicity)

PLANT PROTECTION PRODUCT (PPP)
• Acute toxicity
• Dermal absorption
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Label

Prescrizioni supplementari
Indossare tuta/abbigliamento da lavoro e guanti durante le operazioni di miscelazione e caricamento del 
prodotto.
Indossare tuta/abbigliamento da lavoro e guanti durante l’applicazione.
Non rientrare nell’area trattata prima che la vegetazione sia completamente asciutta.
Non effettuare operazioni di rifinitura manuale nell’area trattata prima che siano trascorsi xxx giorni 
dall’ultimo trattamento.
Trascorsi xxx giorni, è possibile effettuare operazioni di rifinitura manuale indossando i guanti.
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Regolamento CLP

• due elementi portanti

– responsabilità di chi immette sul mercato
• classificazioni armonizzate

• auto-classificazione

– nuovo sistema per esprimere la pericolosità
• simile al GHS

• comune anche ai paesi extra UE
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Regolamento CLP – Allegato VI – Classificazioni armonizzate
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Terminologia del CLP

• classe di pericolo end-point (es. infiammabilità)

• categoria di pericolo gravità del pericolo (cat. 1, cat. 2, …)

• pittogramma rombo

• avvertenza danger/warning, pericolo/attenzione 

• indicazione di pericolo frasi H (ex frasi R)

• consiglio di prudenza frasi P (ex frasi S)
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Regolamento CLP – Allegato VII – Tabella di conversione
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Data requirements for PPP under Reg. 283/2013 and 284/2013 

Toxicological 
studies

ACTIVE SUBSTANCE

• Acute toxicity
• Toxicokinetics
• Repeated dose toxicity
• Reproductive toxicity
• Genetic toxicity
• Toxicity to specific targets (e.g. 

neurotoxicity)

PLANT PROTECTION PRODUCT (PPP)
• Acute toxicity
• Dermal absorption
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Classification of the PPP under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity - single

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity - repeated

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

Based on data for the 
PPP as a whole 

Based on data for the 
individual
a.s. and

co-formulants
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Regolamento CLP – Allegato I – Gerarchia dei dati ai fini della C&L

• Dato sulla miscela come tale
– Studi effettuati direttamente sulla miscela

• Principi ponte
– Dati derivanti da studi sperimentali su formulati simili

• Metodo di calcolo
– Additività

– Limiti di concentrazione generici
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Tossicità acuta
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Toxicological hazard classes under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity - single

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity - repeated

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

 H300-301-302
 H310-311-312
 H330-331-332

 Based on LD50/LC50

 Specifically indicative of 
the mortality
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Corrosione
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Irritazione
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Toxicological hazard classes under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity - single

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity - repeated

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

 H314-315
 H318-319

 Based on score given to 
the findings and

 their reversibility by the 
end of the observation 
period

 Indicative of the local 
toxicity
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Sensibilizzazione
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Toxicological hazard classes under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity - single

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity - repeated

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

 H317
 H334

 Based on the outcome of 
skin sens. studies and/or

 human data (exp. study for 
resp. sensitization isn’t 
available yet)

 Indicative of the potential 
to cause sensitization
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STOT SE
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STOT RE
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Toxicological hazard classes under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity – single
(STOT SE)

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity – repeated (STOT RE)

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

 H370-371; H335; H336
 H372-373 

 Based on the strength of 
evidence of human data 
and/or animal data.

 Indicative of the potential 
to cause serious adverse 
effects to target 
organs/tissues

 STOT SE covers effects such 
as resp. irritation and 
narcosis
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Cancerogenesi
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Tossicità riproduttiva
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Toxicological hazard classes under Regulation (EC) 1272/2008

toxicological hazard classes

• acute toxicity - oral, dermal, inhalation

• skin corrosion/irritation

• serious eye damage/eye irritation

• skin sensitization

• specific target organ toxicity – single
(STOT SE)

• aspiration hazard

• respiratory sensitization

• specific target organ toxicity – repeated (STOT RE)

• reproductive toxicity

• effects on or via lactation

• germ cell mutagenicity

• carcinogenicity

 H340-341; H350-351; 
H360-361

 Based on the strength of 
evidence of human data 
and/or animal data.

 Indicative of the potential 
to give mutations in the 
germ cells or cancer / 
affect fertility or the 
unborn child (or breast-fed 
children).
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Assegnazione di pittogramma, avvertenza e frasi H / P

Select (only) 6 P statements to be included on the product label
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Final label

Prescrizioni supplementari
Indossare tuta/abbigliamento da lavoro e guanti durante le operazioni di miscelazione e caricamento del 
prodotto.
Indossare tuta/abbigliamento da lavoro e guanti durante l’applicazione.
Non rientrare nell’area trattata prima che la vegetazione sia completamente asciutta.
Non effettuare operazioni di rifinitura manuale nell’area trattata prima che siano trascorsi xxx giorni 
dall’ultimo trattamento.
Trascorsi xxx giorni, è possibile effettuare operazioni di rifinitura manuale indossando i guanti.

Indicazioni di pericolo
H319: Provoca grave irritazione oculare
EUH401: Per evitare rischi per la salute umana e per l'ambiente, seguire le istruzioni 
per l'uso
Consigli di prudenza
P280: Proteggere gli occhi/il viso
P264: Lavare accuratamente le mani dopo l’uso.
P305+P351+P338: IN CASO DI CONTATTO CON GLI OCCHI: Sciacquare accuratamente 
per parecchi minuti. Togliere le eventuali lenti a contatto se è agevole farlo. 
Continuare a sciacquare.
P337 + P313: Se l’irritazione degli occhi persiste, consultare un medico.

ATTENZIONE
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Label

t

1° dic
2010

1° dic
2012

1° giu 
2017

SDS 
secondo 
All. II del 
REACH

SDS secondo All. I del Reg. (UE) 453/2010

Per le miscele a 
scaffale (già immesse 
sul mercato) deroga 

secondo art. 61, par. 4 
del Reg. CLP

SDS secondo All. I del 
Reg. 453/2010 salvo i 
casi previsti dall’art. 

31.9 (REACH)

30

SDS secondo All. II del 
Reg. (UE) 453/2010

1° giu
2015

SDS secondo Allegato del Reg. 
(UE) 2015/830

1° giu
2015

Per le miscele a 
scaffale (già immesse 
sul mercato) deroga 

secondo art. 61, par. 4 
del Reg. CLP

SDS secondo All. I del 
Reg. 453/2010 salvo i 
casi previsti dall’art. 

31.9 (REACH)

1° giu
2017
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GRAZIE PER L’ATTENZIONE


